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21 CFR Ch. I (4–1–08 Edition) Pt. 801 

not necessary to protect the public 
health, unless the records are required 
under other regulations in this chapter 
(e.g., the good manufacturing practice 
regulation in part 820 of this chapter). 

[44 FR 13239, Mar. 9, 1979, as amended at 49 
FR 3174, Jan. 26, 1984; 69 FR 17292, Apr. 2, 
2004] 

PART 801—LABELING 

Subpart A—General Labeling Provisions 

Sec. 
801.1 Medical devices; name and place of 

business of manufacturer, packer or dis-
tributor. 

801.4 Meaning of intended uses. 
801.5 Medical devices; adequate directions 

for use. 
801.6 Medical devices; misleading state-

ments. 
801.15 Medical devices; prominence of re-

quired label statements. 
801.16 Medical devices; Spanish-language 

version of certain required statements. 

Subpart B [Reserved] 

Subpart C—Labeling Requirements for 
Over-the-Counter Devices 

801.60 Principal display panel. 
801.61 Statement of identity. 
801.62 Declaration of net quantity of con-

tents. 
801.63 Medical devices; warning statements 

for devices containing or manufactured 
with chlorofluorocarbons and other class 
I ozone-depleting substances. 

Subpart D—Exemptions From Adequate 
Directions for Use 

801.109 Prescription devices. 
801.110 Retail exemption for prescription de-

vices. 
801.116 Medical devices having commonly 

known directions. 
801.119 In vitro diagnostic products. 
801.122 Medical devices for processing, re-

packing, or manufacturing. 
801.125 Medical devices for use in teaching, 

law enforcement, research, and analysis. 
801.127 Medical devices; expiration of ex-

emptions. 
801.128 Exceptions or alternatives to label-

ing requirements for medical devices 
held by the Strategic National Stockpile. 

Subpart E—Other Exemptions 

801.150 Medical devices; processing, label-
ing, or repacking. 

Subparts F–G [Reserved] 

Subpart H—Special Requirements for 
Specific Devices 

801.405 Labeling of articles intended for lay 
use in the repairing and/or refitting of 
dentures. 

801.410 Use of impact-resistant lenses in 
eyeglasses and sunglasses. 

801.415 Maximum acceptable level of ozone. 
800.417 Chlorofluorocarbon propellants. 
801.420 Hearing aid devices; professional and 

patient labeling. 
801.421 Hearing aid devices; conditions for 

sale. 
801.430 User labeling for menstrual tam-

pons. 
801.433 Warning statements for prescription 

and restricted device products containing 
or manufactured with 
chlorofluorocarbons or other ozone-de-
pleting substances. 

801.435 User labeling for latex condoms. 
801.437 User labeling for devices that con-

tain natural rubber. 

AUTHORITY: 21 U.S.C. 321, 331, 351, 352, 360i, 
360j, 371, 374. 

SOURCE: 41 FR 6896, Feb. 13, 1976, unless 
otherwise noted. 

Subpart A—General Labeling 
Provisions 

§ 801.1 Medical devices; name and 
place of business of manufacturer, 
packer or distributor. 

(a) The label of a device in package 
form shall specify conspicuously the 
name and place of business of the man-
ufacturer, packer, or distributor. 

(b) The requirement for declaration 
of the name of the manufacturer, pack-
er, or distributor shall be deemed to be 
satisfied, in the case of a corporation, 
only by the actual corporate name 
which may be preceded or followed by 
the name of the particular division of 
the corporation. Abbreviations for 
‘‘Company,’’ ‘‘Incorporated,’’ etc., may 
be used and ‘‘The’’ may be omitted. In 
the case of an individual, partnership, 
or association, the name under which 
the business is conducted shall be used. 

(c) Where a device is not manufac-
tured by the person whose name ap-
pears on the label, the name shall be 
qualified by a phrase that reveals the 
connection such person has with such 
device; such as, ‘‘Manufactured for 
lll’’, ‘‘Distributed by lllll’’, or 
any other wording that expresses the 
facts. 
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(d) The statement of the place of 
business shall include the street ad-
dress, city, State, and Zip Code; how-
ever, the street address may be omitted 
if it is shown in a current city direc-
tory or telephone directory. The re-
quirement for inclusion of the ZIP 
Code shall apply only to consumer 
commodity labels developed or revised 
after the effective date of this section. 
In the case of nonconsumer packages, 
the ZIP Code shall appear on either the 
label or the labeling (including the in-
voice). 

(e) If a person manufactures, packs, 
or distributes a device at a place other 
than his principal place of business, the 
label may state the principal place of 
business in lieu of the actual place 
where such device was manufactured or 
packed or is to be distributed, unless 
such statement would be misleading. 

§ 801.4 Meaning of intended uses. 
The words intended uses or words of 

similar import in §§ 801.5, 801.119, and 
801.122 refer to the objective intent of 
the persons legally responsible for the 
labeling of devices. The intent is deter-
mined by such persons’ expressions or 
may be shown by the circumstances 
surrounding the distribution of the ar-
ticle. This objective intent may, for ex-
ample, be shown by labeling claims, ad-
vertising matter, or oral or written 
statements by such persons or their 
representatives. It may be shown by 
the circumstances that the article is, 
with the knowledge of such persons or 
their representatives, offered and used 
for a purpose for which it is neither la-
beled nor advertised. The intended uses 
of an article may change after it has 
been introduced into interstate com-
merce by its manufacturer. If, for ex-
ample, a packer, distributor, or seller 
intends an article for different uses 
than those intended by the person from 
whom he received the devices, such 
packer, distributor, or seller is re-
quired to supply adequate labeling in 
accordance with the new intended uses. 
But if a manufacturer knows, or has 
knowledge of facts that would give him 
notice that a device introduced into 
interstate commerce by him is to be 
used for conditions, purposes, or uses 
other than the ones for which he offers 
it, he is required to provide adequate 

labeling for such a device which ac-
cords with such other uses to which the 
article is to be put. 

§ 801.5 Medical devices; adequate di-
rections for use. 

Adequate directions for use means di-
rections under which the layman can 
use a device safely and for the purposes 
for which it is intended. Section 801.4 
defines intended use. Directions for use 
may be inadequate because, among 
other reasons, of omission, in whole or 
in part, or incorrect specification of: 

(a) Statements of all conditions, pur-
poses, or uses for which such device is 
intended, including conditions, pur-
poses, or uses for which it is prescribed, 
recommended, or suggested in its oral, 
written, printed, or graphic adver-
tising, and conditions, purposes, or 
uses for which the device is commonly 
used; except that such statements shall 
not refer to conditions, uses, or pur-
poses for which the device can be safely 
used only under the supervision of a 
practitioner licensed by law and for 
which it is advertised solely to such 
practitioner. 

(b) Quantity of dose, including usual 
quantities for each of the uses for 
which it is intended and usual quan-
tities for persons of different ages and 
different physical conditions. 

(c) Frequency of administration or 
application. 

(d) Duration of administration or ap-
plication. 

(e) Time of administration or appli-
cation, in relation to time of meals, 
time of onset of symptoms, or other 
time factors. 

(f) Route or method of administra-
tion or application. 

(g) Preparation for use, i.e., adjust-
ment of temperature, or other manipu-
lation or process. 

§ 801.6 Medical devices; misleading 
statements. 

Among representations in the label-
ing of a device which render such de-
vice misbranded is a false or mis-
leading representation with respect to 
another device or a drug or food or cos-
metic. 

VerDate Aug<31>2005 09:33 May 12, 2008 Jkt 214072 PO 00000 Frm 00029 Fmt 8010 Sfmt 8010 Y:\SGML\214072.XXX 214072dw
as

hi
ng

to
n3

 o
n 

P
R

O
D

P
C

61
 w

ith
 C

F
R


		Superintendent of Documents
	2016-05-31T13:42:29-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




